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HOW’S IT WORKING?

Industry/FDA
MISSION:  Resources & Process 

METRICS: 

- Speed to Market

- Quality Review Processes

- Response Times 
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MISSION & METRICS
Patients
MISSION:  Improved Outcomes

METRICS:

- Safety & Effectiveness

- Patient Outcomes

- Quality & Reliability



HUMAN COST IN MILLIONS

74 

Billion

148 Billion

312 

Billion

475 

Billion

2002 - 2006 2007 - 2011 2012 - 2016 2017 - 2021

https://www.expertinstitute.com/resources/insights/medical-device-injuries-fda-data-reveals-increasing-risk and Madris Tomes - Device Events

418 

Thousand

1.39 

Million

3.76  

Million

5.39 

Million

10 

Million

2 Million
4.5 Million

6.2 Million

9 Million

14.8 

Million

15.8 

Million

2002 - 2006 2007 - 2011 2012 - 2016 2017 - 2018 2019 ASR

Release

2020 To Date

MDUFA Adverse Events Cumulative Adverse Events

5.8 Million

INDUSTRY GROWTH 

IN BILLIONS
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https://www.expertinstitute.com/resources/insights/medical-device-injuries-fda-data-reveals-increasing-risk


HOW’S IT WORKING?

PATIENT GRADE

F(AILING)

FDA and INDUSTRY

GRADE

A(CCESS)
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HOW TO IMPROVE?

PRIORITIZE SAFETY & EFFECTIVENESS

510(k) Predicates

NESTcc Clinical Data

Balanced Resources for Pre and Postmarket

Adverse Event Reporting Education
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HOW TO IMPROVE?
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THE ECOSYSTEM AND MDUFA

PRIORITIZE PATIENT OUTCOMES

Business Focus on Quality 

Increased Presence of Patient Voice
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THE ECOSYSTEM AND MDUFA

BUSINESS CASE FOR QUALITY

-Provides transparent, objective information

-Protects Patient Outcomes

-Reduces costs of recall events by half
ON AVERAGE - $2.5-$5 billion per year & 10-13% Stock Price Jump

- Increases revenues $3.5 Billion

https://www.mckinsey.com/~/media/McKinsey/dotcom/client_service/Public%20Sector/Regulatory%20excellence/The_business_case_for_
medical_device_quality.ashx9

MDUFA COMMENTS.2020.pptx


THE ECOSYSTEM AND MDUFA

BUILDING AN ENVIRONMENT OF QUALITY

- Adopt quality practices used by other industries

such as life testing and failure analysis

- Cross research biocompatibility of materials

- Use quality materials to lengthen product lifecycle and 

reduce revisions.

- Develop integrated, cross team development processes

https://www.mckinsey.com/~/media/mckinsey/dotcom/client_service/public%20sector/regulatory%20excellence/the_business_case_for_medical_device_quality.ashx

-
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THE ECOSYSTEM AND MDUFA

INCREASED RESPONSIVENESS TO 
PATIENT VOICE

Pervasive Patient Representation

Balanced Patient Voice (Rare Disease, Harmed, Public )           
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THE ECOSYSTEM AND MDUFA

ALIGNED MISSION AND METRICS

Prioritizes safety and effectiveness

Postmarket equally balanced with premarket

Pursues quality and reliability

Serves the mission of protecting public health
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